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In re Letters Patent of: 
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REQUEST FOR CERTIFICATE OF 
CORRECTION PURSUANT TO 37 CFR 1.322 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Upon reviewing the above-identified patent, Patentee noted typographical errors, as well 
as errors of omission, which should be corrected. 
On the Cover Page : 

Under "References Cited," insert the following references, which were filed by 
Applicants and initialed by the Examiner: 

OTHER PUBLICATIONS 

Kamens, et al., "Identification and Characterization of ICH-2, a Novel Member 
of the Interleukin-l (3-converting Enzyme Family of Cysteine Proteases," J. Bioh 
Chem,, 270(25): 15250- 15256 (1995). The American Society for Biochemistry 
and Molecular Biology, Inc., U.S.A. 

Munday, et al., "Molecular Cloning and Pro-apoptotic Activity of ICEreill and 
ICEreilll, Members of the ICE/CED-3 Family of Cysteine Proteases," J. Biol 
Chem., 270(26): 15870-1 5876 (1995). The American Society of Biochemistry 
and Molecular Biology, Inc., U.S.A. 
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Tewari, et al., "Yama/CPP32p, a Mammalian Homolog of CED-3, Is a Crm-A- 
Inhibitable Protease That Cleaves the Death Substrate Poly (ADP-Ribose) 
Polymerase," Ce//, 81:801-809(1995). Cell Press. 

Faucheu, et al., "A Novel Human Protease Similar to the Interleukin-ip 
Converting Enzyme Induces Apoptosis in Transfected Cells," The EMBO 
Journal 14(9):1914-1922 (1995). 

Greenfeder, et al., "Molecular Cloning and Characterization of a Second Subunit 
of the hiterleukin 1 Receptor Complex," J. Biol Chem., 270(23):13757-13765 
(June 9, 1995). The American Society for Biochemistry and Molecular Biology, 
Inc., U.S.A. 



Miura, et al., "Induction of Apoptosis in Fibroblases by IL-lp-Converting 
Enzyme, a Mammalian Homolog of the C. elegans Cell Death Gene ced-ZT Cell, 
75:653-660 (November 19, 1993). Cell Press. 

Femandes-Alnemri, et al., "CPP32, a Novel Human Apoptotic Protein with 
Homology to Caenorhabditis elegans Cell Death Protein Ced-3 and Mammalian 
hiterleukin-lp-converting Enzyme,"/. Biol Chem., 269(49):30761-30764 
(December 9, 1994). The American Society for Biochemistry and Molecular 
Biology, Inc., U.S.A. 

Ellis, et al. "Mechanisms and Functions of Cell Death," Annu. Rev. Cell Biol, 
7:663-698 (1991). Annual Reviews, Inc. 

Barinaga, M., "Cell Suicide: By ICE, Not Fire," Science, 263:754-756 (February 
11, 1994). 

Callard, et al., "The Cytokine Facts Book," New York: Academic Press (1994), 
p. 31.- 

In the Specification : 

At column 2, line 60, delete "CDNA" and replace with "cDNA sequence (SEQ ID 
NO:l)"; and 

At column 2, line 66, delete "CDNA" and replace with "cDNA". 

In support of the above request. Patentees respectfully note that the references to be cited 
on the cover page of the issued patent were cited on the Information Disclosure Statement form 
PTO-1449, submitted November 1, 2001, in connection with the present application. The 
Examiner-initialed copy of the Information Disclosure Statement is attached hereto as Exhibit A. 
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Furthermore, Patentees point out that the specification was amended as shown above in 
the Prehminary Amendment submitted July 10, 2000 in connection with the present application, 
a copy of which is attached hereto as Exhibit B. 

The above mistakes were not in the application as filed or amended by Patentees, and 
thus appear to be the fault of the Patent and Trademark Office. Accordingly, it is hereby 
requested that a Certificate of Correction under 37 C.F.R. § 1.322 be issued for the above- 
identified patent. Pursuant to 35 U.S.C. § 254 and 37 C.F.R. § 1.322, no fee is required. 

Submitted herewith is a proposed Certificate of Correction (Form PTO/SB/44). 
Patentees respectfully request the issuance of the Certificate of Correction. 




Respectfully submitted. 



B y hUA\L 



Mark J. HjMian 



KKH/MJH/ZS/mr 



Registration No.: 46,789 
HUMAN GENOME SCffiNCES, INC. 
14200 Shady Grove Road 
Rockville, Maryland 20850 
(240)314-1224 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re application of: He, et al. 

Application Serial No.: Not yet assigned 

Filed: Concurrentiy herewith 

For: Interleukin-l B Converting Enzyme 
Like Apoptosis Protease-3 and 4 

PRELIMINARY AMENDMENT 
WITH STATEMENT UNDER 37 CJ.R. S$ 1.821fe) and (f) 

Assistant Cominissioner for Patents 
Washington, D.C. 20231 

Sir: 

Prior to examination. Applicants hereby request that the following amendments 
and remarks be entered into the subject application. 

In the Specification: 

On page 1 , underneath the Titie "DSfTERLEUKIN- 1 B CONVERTING ENZYME 
LIKE APOPTOSIS PROTEASE-3 AND 4", please insert the following: 

--CROSS-REFERENCES TO RELATED APPLICATIONS 

This application is a divisional of Application No. 08/462,969, filed June 5, 1995, 
which is a continuation-in-part of Application Serial No. 08/334,25 1 , filed November 1 , 
1994, each of which is hereby incorporated by reference in its entirety .-- 

On page 4, line 20, please insert before the paragraph beginning with the phrase 
*The following drawings . . .", the heading: 

—Brief Description of the Drawings—. 

On page 4, line 23, delete "Figure 1" and replace therewith —Figures lA-B— , and 
delete "cDNA" and replace therewith -cDNA sequence (SEQ ID NO:l)~. 

On page 4, line 24, delete "sequence" and replace therewith —sequence (SEQ ID 
NO:2)-. 

On page 4, line 28, delete "Figure 2" and replace therewith -Figures 2A-B— , and 
delete "cDNA" and replace therewith -cDNA sequence (SEQ ID NO: 1)~. 

On Page 4, line 29, delete "sequence" and replace therewith —sequence (SEQ ID 
NO:2)-. 

On page 4, line 32, delete "Figure 3" and replace therewith —Figures 3A-C— . 
On page 5, line 4, delete Figures 1 and 2" and replace therewith —Figures lA-B 
and2A-B-. 
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Art Unit: Not yet assigned 
Examiner: Not yet assigned 
Attorney Docket No.: PF140P1D1 



On page 5 , line 1 1 , insert before the paragraph beginning with the phrase "The 
polynucleotide encoding ICE-LAP-3" the following: 

—These deposits are biological deposits with the American Type Culture Collection 
("ATCC") located at 10801 University Boulevard, Manassas, Virginia 201 10-2209. 
Since the deposits referred to are being maintained under the terms of the Budapest Treaty, 
they will be made available to a patent office signatory to the Budapest Treaty.— 

On page 5, line 20, delete "hoholog" and replace therewith — homolog— . 

On page 5, line 24, delete "259-263" and replace therewith -184-188--. 

On page 6, line 5, delete "Figures 1 and 2" and replace therewith —Figures lA-B 
and2A-B-. 

On page 6, line 10, delete "Figures 1 and 2" and replace therewith —Figures 1 A-B 
and 2A-B~. 

On page 6, line 13, delete "Figures 1 and 2" and replace therewith —Figures 1 A-B 
and2A-B-. 

On page 6, line 29, delete "Figures 1 and 2" and replace therewith —Figures lA-B 
and 2A-B~. 

On page 6, line 35, delete "Figures 1" and replace therewith —Figures 1A-B-. 
On page 7, line 1 , delete "2" and replace therewith — 2A-B— . 
On page 7, line 5, delete "1 and 2" and replace therewith -lA-B and 2A-B-. 
On page 7, line 1 1 , delete "Figures 1 and 2" and replace therewith —Figures 1 A-B 
and 2A-B-. 

On page 8, line 31 , delete "Figures 1 " and replace therewith —Figures 1A-B~. 
On page 8, line 32, delete "2" and replace therewith ~2A-B-. 
On page 9, line 29, delete "Figures 1 and 2" and replace therewith -Figures lA-B 
and2A-B-. 

On page 10, line 8, delete "Figures 1 and 2" and replace therewith -Figures lA-B 
and 2 A-B -. 

On page 38, line 4, delete "Example 5" and replace therewith -Example 7-. 

In the Sequence Listing: 

Please delete the Sequence Listing at pages 40-49 of the specification and replace it 

with the Substitute Sequence Listing submitted herewith. Additionally, please renumber 
the claims accordingly. 

in the Drawings: 

Please replace the originally filed Figures 1-3 with the Foraial Drawings of 

Figures 1 A-B, 2 A-B and 3A-C submitted concurrently herewith. 
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REMARKS 

The specification has been amended to claim benefit of prior filed applications in 
accordance with 37 CJF Jl. § 1 .78(a)(2), to conform to current Patent Office practice 
requiring reference to the lettered subparts of the formal drawings submitted herewith, to 
correct typographical errors, to update the address of the American Type Culture 
Collection, to incorporate sequence identifiers pursuant to 37 CP JR. § 1.821(d), to 
incorporate the Substitute Sequence Listing submitted herewith pursuant to 37 CPJR. 
§ 1 .821(c) and renumber the pages of the claims accordingly. Additionally, the 
specification has been amended on page 5 to correct the location of the pentapeptide 
QACRG in SEQ ID NO:2. No new matter has been added. 

A substitute sequence listing and substitute Figures 1 A-B and 3A-C are submitted 
herewith to correct nucleotide and amino acid sequence errors as originally presented in 
the ICE-LAP 3 sequences (shown in the sequence listing as SEQ ID NOS: 1 and 2). 
These changes do not introduce new matter because the correct sequence was inherent to 
the originally sequenced plasmid clone in actual possession of the Applicants before the 
time the captioned application was filed. 

The captioned application is directed to both polynucleotides and polypeptides 
which are chemical compounds. The nucleotide sequence is but an inherent property of 
the described polynucleotides. There is a line of chemical case law where applicants have 
been permitted to amend the specification to correct the formula of a chemical compound 
after an application's filing date, provided that it had been demonstrated that one of skill in 
the art would have appreciated that the applicant was in possession of the compound itself 
at the time of filing. The rationale is that the formula is an inherent property of the 
compound and thus amending the specification to correct the formula is not new matter. 
See In re Nathan, 140 U.S.P.Q. 601, 604 (C.C.PA. 1964). Accord Kennecott Corp. v. 
Kyocera Int'l, Inc., 5 U.SJP.Q.2d 1194, 1198 (Fed. Cir. 1987), cert, denied, 486 U.S. 
1008 (1988) CThe disclosure in a subsequent patent application of an inherent property of 
a product does not deprive that product of the benefit of the earlier filing date."). 

In the field of biotechnology, applicants often rely on a deposited clone, where the 
deposit was made prior to filing, to establish possession of nucleic acids or proteins. The . 
focus for determining whether applicants were in possession of claimed nucleic acids or 
proteins has been determined, at least in part, by considering whether the applicant has: 
(1) established that one skilled in the art in possession of the deposited clone would have 
been aware of both the DNA sequence and the encoded amino acid sequence, or would be 
able to determine these sequences without undue experimentation, (2) established that the 
DNA and amino acid sequences are described in a manner such that one skilled in the art 
could distinguish them from other sequences, and (3) resequenced a clone which is 
identical to that of the deposit and established a "chain of custody" for this clone. See 
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e.g.. Ex parte Maizel, 27 U.S.P.Q.2d 1662, 1669-1670 (B.PA.I. 1992). 

Submitted herewith is a Declaration of Craig Rosen Under 37 CFR §1 .132 (the 
"Rosen Declaration") which was filed in connection with the prosecution of parent 
appUcation Serial Number 08/462,969, and which describes certain events involving the 
characterization of the nucleotide sequence of cDNA clone HE2CA82 which encodes ICE- 
LAP 3. The HE2CA82 cDNA clone was deposited with the American Type Culture 
Collection (ATCC) on August 25, 1994; i.e., prior to the fihng date of parent application 
US Serial No. 08/334,25 1 (filed November 1 , 1994). Exhibit A of the Rosen Declaration 
is a copy of the contract for ATCC Deposit No. 75875. The Examiner will note that the 
present specification states on page 5, lines 7 and 8, that ATCC Deposit No. 75875 
contains the cDNA which encodes ICE-LAP 3. 

The corrected nucleic acid and deduced amino acid sequences (shown in 
replacement Figures 1 and 3 submitted herewith) were determined by reanalyzing cDNA 
clone HE2CA82 (ATCC Accession No. 75875); i.e.. the same cDNA clone from which 
the originally presented sequences were determined (see paragraph 4 of the Rosen 
E>eclaration). The corrected sequence information was published by the present inventors ' 
in a peer-reviewed scientific joumal article (see Exhibit B of the Rosen Declaration). 

The analysis needed to determine the complete and correct sequences of cDNA 
clone HE2CA82 were well within the skill of the ordinary artisan as of the filing date of 
die parent application US Serial No. 08/334,251 (filed November 1 , 1994), and such 
analysis would not have required undue experimentation (see paragraph 5 of the Rosen 
Declaration). 

Exhibit D of the Rosen Declaration shows the four (4) nucleotide differences 
between the original sequence ("PF140" in the Exhibit) and the corrected sequence 
("Duan" in the Exhibit). 

In summary, because Applicants have demonstrated that the corrected sequences 
are inherenfly present in the deposited material, and because Applicants have demonstrated 
"chain of custody" for the material originally sequenced and the resequenced material, 
correction of the originally presented sequence information herein is not new matter. 

Statement Under 37 CFJl. §§ 1.821(e) and (f) 

The above-identified patent apphcation is a divisional of appUcation Serial No. 

08/462,969, filed June 5, 1995. The content of the paper copy of the Substitute Sequence 
Listing filed herewith is identical to the sequence content of the computer readable 
sequence listing previously filed on March 22, 1999 in connection with application Serial 
No. 08/462,969. 

In accordance with 37 CP^. § 1 .821(e), please use the computer readable form 
filed on March 22, 1999 in connection with application Serial No. 08/462,969 as die 
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computer readable form for the instant application. It is understood that the Patent and 
Trademark Office will make the necessary change in application number and filing date for 
the computer readable form that will be used for the instant application. A paper copy of 
the Substitute Sequence Listing is being filed herewith. Applicants hereby certify that the 
paper copy of the Substitute Sequence Listing filed herewith and the computer readable 
sequence listing previously filed in connection with application Serial No. 08/462,969 on 
March 22, 1999 are the same and do not include new matter. 

Applicants respectfully request that the amendments and remarks above be entered 
and made of record in the file history of the instant application. 



Respectftilly submitted. 





Human Genome Sciences, Inc. 
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